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DETAILED ACTION 

The amendment filed on December 20, 2005 has been received and entered. 
Claims 14, 15, 22, 23, 32-36, 42, 43, 45-47 and 51 were amended or canceled by 
Examiner's amendment in the parent case and have not been amended since that point. 
Claims 1 , 2, 5-13, 25-31 and 44 have been canceled. No claims have been added. 
Accordingly, claims 14, 15, 18-20, 22, 23, 32-34, 36-43 and 45-51 are examined on the 
merits herewith. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC §102 

In view of Applicant's amendments to the claims, this rejection is withdrawn. 

Claim Rejections - 35 USC § 103 

Claims 14, 15, 18-20, 22, 23, 32-34, 36-43 and 45-51 are again rejected under 
35 U.S.C. 103(a) as being unpatentable over Erwin (US 2005/0025756) in view of Soft 
Gel Technologies, Inc. (EP 888774) and Davidson et al. (US 2004/0001874). This 
rejection was discussed in the previous Office action. 

Applicant asserts that the claimed invention is not obvious because Erwin does 
not suggest encapsulating his coQ 10 solution in a soft gel capsule, and Soft Gel does 
not teach or suggest that rice bran oil or vitamin E dissolves coQ 10. Applicant also 
asserts that limonene, vitamin E and rice bran oil are three different solvents and that 
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there is no teaching, suggestion, expectation of success or motivation that these 
solvents may be used interchangeably. Applicant further asserts that it is an 
unexpected finding that coQ 10 can be dissolved in limonene and that that solution can 
be encapsulated in a soft gel capsule. 

In reply, as previously discussed, Erwin discloses that coQ 10 is soluble in 
limonene. Thus, this finding is not unexpected. Erwin does not disclose soft gel 
capsules containing a solution of coQ 10, but, as previously discussed, the rejection is 
the combination of the teachings of Erwin, Soft Gel and Davidson et al. Soft Gel 
discloses a liquid formulation of coQ 10 in which coQ 10 is dissolved in rice bran oil. 
The liquid is then formulated as a soft gel capsule. Applicant alleges that Soft Gel does 
not disclose that the coQ 10 is dissolved in the rice bran oil. The reference does not 
use the word "dissolved" or "solubilized." But, the reference certainly implies a solution. 
If the coQ 10 were not soluble in the rice bran oil, a precipitate would form, or a two- 
phase solution would form. In that event, the liquid- the rice bran oil- could not have 
been manipulated to produce uniform soft gel capsules for dose control, each 
containing the same amount of coQ 10 and the same amount of rice bran oil, which 
provides the improved intestinal absorption compared to dry formulations (see p. 2, 
lines 31-52, and p. 3, lines 4-6). Although the two solvents, limonene and rice bran oil, 
have different chemical structures, both can be used to prepare solutions of coQ 10. 
Thus, they may be used interchangeably. It is prima facie obvious to dissolve a 
compound in a solvent in which the compound is known to be soluble and to use a 
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liquid vehicle for that compound which has been shown to be successful in formulating 
that compound. 

Regarding the solubility of coQ 10 in vitamin E, the instant claims do not recite 
that coQ 10 is dissolved in vitamin E or in an antioxidant. The claims recite merely that 
an antioxidant or a tocopherol is a further component of the soft gel capsules (claims 20 
and 51). As discussed previously, Soft Gel discloses the addition of vitamin E as a 
further component of its soft gel capsules (see p. 2, lines 49-52, and p. 3, lines 4-6). 

Similarly, regarding the solubility of coQ 10 in fish oil, the instant claims do not 
recite that coQ 10 is dissolved in fish oil. The claims recite merely that fish oil is a 
further component of the soft gel capsules (claims 40 and 50). As discussed previously, 
Davidson et al. disclose that coQ 10 may be blended with fish oil and that this liquid 
composition may be formulated as a soft gel capsule (see paragraphs 54 and 57). As 
with Soft Gel, Davidson et al. do not use the words "dissolved" or "solubilized." But, 
because coQ 10 is miscible with fish oil, the reference implies that the coQ 10 is soluble 
in the fish oil. Otherwise, as in the case of Soft Gel, this liquid- the fish oil- could not 
have been manipulated to produce uniform soft gel capsules for dose control, each 
containing the same amount of coQ 10 and the same amount of fish oil. 

Regarding Applicant's assertion that the encapsulation of coQ 10 in a soft gel 
capsule is an unexpected finding (bottom of p. 12 of the Remarks), Soft Gel and 
Davidson et al., as discussed above, disclose that coQ 10 may be formulated as a soft 
gel capsule. Thus, this finding is not unexpected. Also, as discussed previously and 
above, Erwin discloses that dissolving coQ 10 in limonene improves its bioavailability 
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(see paragraphs 2, 5, 6, 37, 38 and 40) and Soft Gel discloses that dissolving coQ 10 in 
rice bran oil improves its bioavailability compared to dry, powdered formulations. 

Regarding Applicant's comment (p. 6 of the Remarks, 2 d paragraph) that claim 
35 was not included in the disposition of claims in the last Office action, this claim was 
canceled by Examiner's amendment on August 26, 2005. That is, the claim was 
canceled before the last Office action was written. Applicants note in their following 
paragraph that this claim was previously canceled. In any case, because claim 35 
appears as canceled in the most recent claim set, this issue is moot. 

In view of the foregoing, the rejection of record is maintained. 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rosanne Kosson whose telephone number is 571-272- 
2923. The examiner can normally be reached on Monday-Friday, 8:30-6:00, with 
alternate Mondays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber, can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Examiner, Art Unit 1653 

rk/2006-01-26 




